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CITIZEN PETITION 

alf of a client, submits this petition in quadrupl~~ate under 
Food, Drug, and Cosmetic Act (“the FDC A&‘) 21 U 

10.20, 10.30, and 314.93 to request that the Cummiss~oner of 
ugs make a determination that an Abbreviated New Dru pplication (ANDA) 

d Acetaminophen Tablets, USP wing strengths, 5 
0 mg I 300 mg. 

A. Action Requested 

T etitioner requests that the Commissioner of Food and Dr gs make a determination 
that an Oxycodone and Acetaminophen Tablet combination drug product, in three strengt 

/ 3~~ mg, 7.5 mg I 300 mg and IO mg / 300 mg, is suitable for s an ANDA. 
ce-listed drug product upon which this petition is based is (Uxycod~ne 

~hior~de and Acetaminophen Tablets, ANDA 85-106, 325 mg I 5 mg). Reference is also 
to other PERCOCET@ Tablet product strengths also designated as reference-listed drugs 
roved ANDA 40-434 (325 mg I 7.5 mg and 325 mg I 10 mg>. The PERCOCET’ 

applications are held by Endo Pharmaceuticals. This petition, therefore, requests a change in 
the strength of the non-narcotic active ingredients Acetaminophen, from 325 mg to 300 mg per 
tablet. Because this request involves a change in strengths the provisions of the Pediatric Final 

are not applicable to the evaluation of this petition. 

B. Sfafement of Grounds 

Section 5~5~)(2)(C) of the Federal Food, Drug, and Cosmetic Act 
subrn~ss~o~ of an ANDA for a new drug that differs in strength from a listed drug, 
the FDA has approved a petition seek g permission to file such an application. 
requests a change i the strength of t non-narcut~~ active ingredient, Acetami~ophen, from 

er tablet found in combination with respective streng 
tie component of the listed drug product, PERCOC (Endo Pharma~e~ti~a 
r tablet with the same respective strengths of the na 
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loride and Acetaminophen Tablets, 5 mg I 
ition of the Approved Drug Products with 

rred to as “The Orange Book”). The listing 
chloride and Acetaminophen Tablets, 7.5 mg I 325 mg and 

10 mg I 325 mg) can be found on page I-2 of Cumulative Supplement II of the 21 St Edition. 
(See Attachment A) 

Gcord~~g to the ap roved labeling of the reference-listed drug product, PERCOCE~ 
(~xy~odon~ hydrochloride and A~etaminophen Tablets, 5 mg I 325 mg), the 
“one tablet every four to six hours as needed for pain. The total daily dose of 

ed 4 grams”. The approved package insert for PERC 
ydroch~oride and A~etam~nophen Tablets, 5 mg I 325 mg) is included in 
The dosage for the proposed product is “one tablet every four to six hours as 
V The total daily dose of Ac~taminophen should not exceed 4 grams”. This 

istent with the dosage approved in the reference-listed drug product’s labeling. 
phen 300 mg has been approved by the FDA as a safe and effective dose in 
n products, such as Acetaminophen and Codeine Phos hate. Please see 

Attachment C. 

sed change in strength of the non-narcotic component from that of 
. a change of Acetaminophen from 325 mg to 300 mg) will not raise 

r efficacy of the proposed product. The indication remains unchanged 
consistent with that recommended in the labeling of the approved 

uct. The efficacy of a 300 mg dose of Acetaminophen in ~ombi~atjo~ 
narcotic analgesic is supported by other FDA approved products 

Therefore, the Agency should conclude that clinical 
investigations are not necessary to demonstrate the proposed product’s safety or effectiveness. 

used labeling for Oxycodone and Acetaminophen Tablets, USP 5 mg / 300 mg, 7.5 
g, and IO mg I 300 mg is included as Attachment D. sabering for the proposed 

uct will be consistent with the approved labeling for the refer e listed Oxyeodone and 
am~nophe~ Tablet USP combination product upon which this ition is based and other 

approved ~xy~odone and Acetaminophen Tablet USP combination drug products. 

or the aforementioned reasons, the undersigned requests that the commissioner approve 
oh and find that an application for Oxycodone and Acetaminophen Tablets, USP, 5 mg 

7.5 mg / 300 mg, and IO mg I300 mg is suitable for submission as an ANDA. 

CL Environmental impact 

e petitioner claims a categorical exclusion under 21 CFR 25.31 a 

D. Economic impact Statement 

chording to 21 C.F.R. 5 10.30(b), petitioner will, upon request by the commissioners su 
economic impact information, 
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he undersigned certifies, that to the best knowledge and belief of the undersigned~ t 
includes all ormat~on and views on which the petition relies, and that it includes 

ntative data d information known to the petitioner, which are unfavorable to the 
petition. 

Robert ollock 
Vice President 
La~hman Consultant Services, Inc. 
1600 Stewart Avenue 
~estbu~~ NY “f 1590 

Attachments: 
. Page 3-6, Approved Drug Products with Therapeutic equivalence ~val~atio 

21’ Edition 
Page l-2, Approved Drug Products with ujvalence Evaluatjons~ 

Cumulative Supplement 1 I 
T@ (Uxycodone hydrochloride and Acetami~ophen Tablets, 5 

325 mg) Insert Labeling 
Page 3-3, Approved Drug Products with Therapeutic Equivalence Eva~uations~ 
21’ Edition 
Draft Insert Labeling for Proposed Drug Product 

s, FDA 
man 
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